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ABSTRACT

Regulatory reform can be a criticad component of efforts to increase the commercia sector’s role in
delivering family planning services, but no single strategy will work in every country. A thorough regulatory
assessment will help identify which strategieswill be most appropriate. Such an assessment should examine
five areas. regulations that condtrain contraceptive options; tax and import policies, advertisng and
promotion regulations; other regulations that affect the commercia sector; and restrictions on nonprofit
organizetions. PROFI T’ s experience providesthree lessons for conducting aregul atory assessment. Firg,
develop a clear understanding of what exigting regulations say and what they do not say. Second, look
beyond the written laws and regulations to understand how they are actudly implemented and practiced.
Fndly, determine whether regulatory reform can have a meaningful effect on the commercid sector role
infamily planning by carefully studying exigting patterns of contraceptive provison and useand relaing them
to the exigting regulatory structure.
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EXECUTIVE SUMMARY

Since 1992, the Promoting Financia Investments and Transfers (PROFIT) Project, sponsored by the
U.S. Agency for Internationa Development (USAID), has been working to expand the commercid
sector provison of family planning services in developing countries. PROFIT has explored awide
variety of potentia subprojects which have included conducting regulatory assessments in each potentid
host country. As part of its efforts to expand commercia sector provision of family planning servicesin
developing countries, the PROFIT Project has assessed the feasibility of awide variety of potentia
subprojects. Part of this assessment processis areview of the regulatory environment in each potentia
host country.

Regulatory reform is an important component of efforts to increase the commercia sector’srolein
delivering family planning services, but no sngle strategy will work in every country. A thorough
regulatory assessment will help to determine which strategies will be most gppropriate. For example,
one drategy may be to open a dialogue among representatives of the commercia family planning sector
and public hedlth officidsin order to identify barriers to increased commercid sector involvement in
family planning and to attempt to reduce or iminate them. Ancther strategy may be to aggressively
lobby the government to eiminate regulatory barriers to effective ddivery of family planning, such as
import taxes on contraceptive commodities or regulations that redtrict the ability of hedlth care
professionals to provide services. A third strategy may be to creatively work around the regulatory
barriersin a particular environment.

Regulatory assessments should include five components:
regulations that congtrain contraceptive options

#

" tax and import policies

" advertising and promotion regulaions

4 other regulations that affect the commercid sector
” restrictions on nonprofit organizations

Xii



Practical Pointers for Conducting Commercial Sector Family Planning Regulatory Assessments

Practical Tips

Whenever your analysis points to arelevant regulation, get a copy and have it trandated

independently. Careful study of the text may suggest that the laws and regulations
provide more or lessflexibility than is exercised adminigtratively.
Use consstent questions with flexible follow-up across dl the sources interviewed.

Interviews must be designed to get consstent informetion, but the interviewer must
respond promptly to statements that suggest inconsstencies or identify previoudy
unrecognized requirements. Start with alist of questions, and try to cover al of themin
the interview.

Document interview notes promptly. When your team splits up to interview different

parties, the notes provide away to share experiences. The notes aso become the most
important source for assembling recommendations and preparing afind report.
Assess the impact of regulatory reform on providers based on the number and type of

providers who would be affected. The importance of a particular regulation depends on
the number of providers subject to it. However, it is difficult to get accurate estimates of
the number of private providers within a particular category broken down by
geographic location, and you may need to use two or three estimating techniques.
Determine the licenang standards used for nonprofit and nongovernmental organization

clinics. Regulatory policies can congdrain the ability of nonprofit organizations to provide
family planning services, because these organizations are generdly held to the same
licenang sandards as for-profit clinics or pharmacies. Explore with the regulators
whether there is a possibility of granting exceptions to well-funded and well-managed
nonprofit clinics. It is aso important to determine if nonprofit organizations are trested
differently under the laws governing corporate formation or taxation.

Search for and understand the ramifications of unwritten, informal regulations. It is

important to learn as much as possible about the stlandards actually used in inspections.
If possible, accompany an ingpector, or look at reports citing regulatory violations. It
may be helpful to encourage the country to analyze the costs and benefits of such de
facto standards and to explore whether a more lenient, aternative standard would

Xiv



Executive Summary

provide an acceptable level of quality. If, asin some countries, the discretion |eft to
ingpectors is an invitation to corruption, then it may be necessary to congder including a
revised and reasonable standard in written regulations.

Consder the commercia needs of the private sector as you anayze regulations. It is

important to understand the economic forces that drive the commercid sector and to
suggest reforms that are congistent with these economic forces. Attempts to craft
regulations that respect the economic redlities facing commercid practices can improve
providers willingness to expand family planning services.

Understand the ramifications of tax and trade barriers at the retail level. Importers and

digributors are usudly well-versed in current tax and trade issues. Determine the
exiding, aswell asthe higoric effect of such barriers, including price controls and the
effect of foreign exchange.

Identify hidden advertisng and promotion regulations. Advertisng and promotion

regulations are often not well documented or stipulated. Even private media outlets may
have unwritten policies about senstive subjects such as contraception that reflect the
opinions of the owners, advertisers, or readers. The best way to identify these unwritten
policiesisto talk to advertisers and advertising agencies about the problems they have
faced in placing advertisements or public relations materials.

Seek information from multiple perspectives. Laws may be written, but the

implementing regulations may never be issued or may be enforced unevenly. Even
where regulatory language gppears explicit, there is often substantial room for
adminidrative interpretation. It isimportant to understand the redl regulatory climeate
faced by individuas or companiesin the commodity production/digtribution chain and in
the provison of family planning services

Factor family planning survey datainto the regulatory anadyss. Review the most recent
surveys of family planning practices, including the DHS (Demographic and Hedlth

Survey). These data should not only show the leve of contraceptive knowledge and
prevalence, but the current sources of supply for contraceptive users.
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Conclusions

Regulatory reform is an important component of efforts to increase the commercia sector’srolein
delivering family planning services, but no sngle strategy will work in every country. A thorough
regulatory assessment will help to determine which strategies will be most gppropriate. PROFIT's
experience provides three lessons for conducting this type of assessment:

Develop aclear understanding of what existing regulations do and do not say.

#

" Look beyond the written laws and regulations to understand how they are actudly
implemented and practiced.

4 Determine whether regulatory reform can have a meaningful effect on the commercid

sector role in family planning by carefully studying existing patterns of contraceptive
provison and use and relating them to the existing regulatory structure.



1.0 INTRODUCTION

Since 1992, the Promoting Financia Investments and Transfers (PROFIT) Project, sponsored by the
U.S. Agency for Internationa Development (USAID), has been exploring opportunities to expand the
commercid sector provison of family planning services in developing countries. As educeation levels
increase, demand for contraception rises and the population of reproductive age expands. Most
developing countries will find it difficult to provide adequate supplies of contraceptive services through a
system dependent exclusively on government or donor funding. If al contraceptive demands are to be
met, it will be necessary to tap private sources for funding and to utilize private providers more
extengvely.

In most developing countries, the private sector dready plays amgor role in the curative care of minor
illnesses. At least for the more progperous members of the population, it should be possible to provide
family planning services through nongovernmenta providerswho are paid by dients, employers, or
hedlth insurance programs.

PROHT gaff members have explored awide variety of potentiad subprojectsto expand commercia
sector family planning. PROHT has supported efforts to do this in nine countries, usng such
mechanisms as education and training about contraceptives for consumers and providers, loans for
private hedth care providers, prepaid hedth plans that include family planing benefits, and commodity
digtribution.*

In analyzing possible subprojects, PROFIT carefully consdered the regulatory environmentsin each
host country. In some cases, this consideration was limited to the factors that would affect a specific,
proposed subproject. In other cases, PROFIT undertook a more comprehensive regulatory
assessment. Overdl, these assessments have provided ingghtsinto how trade and regulatory barriers
can affect the success of projects to expand commercia sector provison of family planning services.

Brazil, El Salvador, India, Indonesia, Kenya, the Philippines, Romania, Russia, and Zimbabwe.

1



Practical Pointers for Conducting Commercial Sector Family Planning Regulatory Assessments

This report is meant to share some of the knowledge PROFIT has gained through its experiencesin
conducting regulatory assessments. It highlights the areas to explore when conducting such an andlyss,
building on the andytic structure devel oped by Genevieve Kenney of the Urban Indtitute,? and provides
practical pointers for conducting regulatory assessments drawn from PROF T’ s experiences, including
possible sources for information and questions to ask these sources. Findly, the report discusses
generd drategies for gpplying the results of such an andysis.

PROFIT has conducted country assessments that explore the generd poalitical, economic, socid,
investment, and financid environments of a country as they relate to commercid sector family planning
and the development of subprojects. PROFIT staff members adso have carried out targeted
assessments related to specific projects or approaches, including in Romania, Zimbabwe, and Vietnam.

PROFIT used the information it gathered about trade and regulatory barriers to design and implement
family planning subprojects. For example, a secondary objective of some subprojects was to affect a
policy barrier identified through the assessment (e.g., opening a did ogue among commercia sector
firms and department of hedth officias to examine how to reduce such barriers). For other subprojects,
diminating barriers to commercid family planning was a primary objective (e.g., changing diminate
import taxes on contraceptive commodities or regulations that restrict hedth care professonds abilities
to provide family planning services). Most often, PROFIT used the regulatory assessmentsto credtively
design subprojects to work successfully within a given regulatory environment. This report focuses on
PROFIT’ s experiences in Romania, Zimbabwe, and Vietnam because the project’ s work in these three
countriesillugtrates the role of the assessment framework, how to gpply the framework in practice, and
drategies for using assessment findings in project design.

2Genevieve Kenney, Assessing Legal and Regulatory Reform in Family Planning. Washington, DC: OPTIONS for
Population Policy Project, The Futures Group, 1993.



2.0 A FRAMEWORK FOR ANALYZING
THE REGULATORY ENVIRONMENT

Researching laws and regulations can be confusing, even in countries where such documents are well
codified and readily available. The process gets more complicated when documents are published
gporadically and are not trandated into international languages. Because the way regulations are
structured varies by country, it helps to have agenerd framework for conducting aregulatory anayss.

In proposing a generdized typology for family planning regulatory andyss, Kenney (1993: 8) identifies
five categories of regulation in a checklist format:
Regulations that constrain contraceptive options

#
" Tax and import policies

" Advertisng and promotion regulations

" Other regulations affecting the commercia sector
4 Redtrictions affecting nonprofit organizations

PROHFT found Kenney’ s typology useful in organizing regulatory assessments. The left columniin
Table | shows Kenney's categories, and the right column lists potentid sources for information on
restrictions that might affect commercid family planning services, based on PROH T’ s experience (The
Appendix lists some useful questions to ask when interviewing each of these sources). If resources
alow, more than one individua or organization should be consulted from each source grouping.
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Table I.
Sources of Information by Regulatory Category

Legal and Regulatory Categories* Source of Information
1. Regulations that Constrain Contraceptive Options C Drug licensing authority
< Restrictions on specific methods C Regulatory agencies licensing pharmacies
< Restrictions on service delivery and distribution C Agency licensing clinics and physicians
< Registration, licensing, and certification policies C Drug manufacturers and importers
< Limitations on private practice C Drug wholesalers and distributors

C Retail pharmacists and trade group

C Physicians and physician groups

C Nonphysician family planning providers

C Nonprofit family planning clinics

C Health insurers or social insurance agency

2. Tax and Import Policies C Drug manufacturers and importers
C Drug wholesalers and distributors
C Retail pharmacists and trade group
C Physicians and physician groups

C Social marketing organizations

3. Advertising and Promotion Regulations C Regulatory agency
< On prescription drugs C Drug licensing authority
< On family planning products C Agencies licensing clinics and trade group
< On point-of-purchase materials or mass media C Drug manufacturers and importers
< On generic and brand advertising C Drug wholesalers and distributors

C Retail pharmacists and trade group

C Physicians and physician groups

C Nonphysician family planning providers
C Nonprofit family planning clinics

C Advertising agencies and advertisers

C Social marketing organizations

4. Others Regulations Affecting Commercial Sector C Drug manufacturers and importers
< Patent and trademark laws C Drug wholesalers and distributors
< Discouragement of foreign investment C Retail pharmacists and trade group
< Statutory price controls C Physicians and physician groups

C Nonprofit family planning clinics
C Social marketing organizations

5. Restrictions affecting nonprofit organizations C Nonprofit family planning clinics
< On sale of donated commodities, C Social marketing organizations
< Use of fieldworkers, and C Agencies licensing clinics & physician
< Fees charged for services offices




Table I.
Sources of Information by Regulatory Category

Legal and Regulatory Categories* Source of Information

Source: Genevieve Kenney, Assessing Legal and Regulatory Reform in Family Planning. Washington, DC:
OPTIONS for Population Policy Project, The Futures Group, 1993.

3.0 PRACTICAL POINTERS FOR CONDUCTING
REGULATORY ASSESSMENTS

What follows are practicd tips for conducting a regulatory anays's derived from regul atory assessments
conducted by PROFIT. In generd, they reflect a common-sense approaches sharpened by practical
experience.

3.1 Insist on getting texts of law and regulations and independent translations.

It is surprisng how often a person being interviewed will describe the content of a regulation without
having read it. Sometimes, the content described will reflect the individua’ s bias. Whenever a
respondent refersto aregulation, ask for acopy, or at least a citation to the appropriate gazette,
adminidrative circular, law, or other controlling document. Obtain this and have it trandated
independently. If the language seems inconsstent with statementsin the interview, you may want to
return and review the text with the respondent. Careful study of the text may suggest that the laws and
regulations provide more or lessflexibility than is exercised adminigtratively. Where the god isto
increase options, ask the respondent if the apparent flexibility in the regulation can be used to expand
the number of family planning providers or the services they offer. Ask why this flexibility has not been
used.
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3.2 Use consistent questions with flexible follow-up across all the sources
interviewed.

Interviews must be designed to get consistent information, but the interviewer must respond promptly to
statements that suggest inconsistencies or identify previoudy unrecognized requirements. We start with
alig of questions (See Appendix A), and then try to cover dl of these in the interview. In particular,
when both regulator and regulated are being interviewed, be sure to cover the same topics with each.

3.3 Document interview notes promptly.

After two or three days of interviewing dl of the partiesin aregulatory system, it becomes difficult to
remember who said what. When you gstart getting different interpretations, it can be difficult to go back
to the various sources and try to resolve discrepancies. We found it necessary to document our
interview notes every night. When the team split up to interview different parties, we could share our
experiences through the notes. The notes then become the most important source as the team
assembled recommendations and the final report.

3.4  Assess the impact of regulatory reform on providers based on the number
and type of providers who would be affected by the changes.

The importance of a particular regulation depends on the number of providers who are subject to it. If
there are few obdtetrical specidisisin a country, it is more important to see that regulations permit
generd practitioners to provide family planning services. Where there are a reasonable number of
specidids, then it may be less important to encourage generd practitioners as family planning providers.

However, it is difficult to get accurate estimates by locdity of the number of service providerswithin a
particular category. Registries or medical association membership ligts, if they exit, are often out of
date, asthereis no standard updating procedure and licenses may be granted for life. A government
ministry may have good information on the physicians employed in the public sector but no knowledge
of the number who practice privatdy (instead of or in addition to practicing in the public sector). It may
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be necessary to use two or three estimating techniques to get an idea of the number of private
practitionersin a particular regulatory category.

An important issue can be the leve of training required for provison of clinical methods (eg., IUD,
derilization). Therefore, in addition to estimating the number of practitioners subject to each regulation,
it is necessary to determine the average leve of clinica educeation for each type of provider. For
example, adesre to guarantee the highest possble leve of qudity for family planning services may
make it necessary to focus first on improving dinica training for generd practitioners and, only when the
qudity of their services have improved, encourage them to broaden their provison of clinical family
planning services.

3.5 Determinethe licensing standards used for nonprofit and nongovernmental
organization clinics.

Regulaory policies can condrain the ability of nonprofit organizations to provide family planning
services, because these organizations are generdly held to the same licensing sandards as for-profit
clinics or pharmacies. Therefore, be sure to determine the licensing stlandards used for nonprofit clinics.,
Explore with the regulators the possibility of making exceptions to the regulations, or creating a specia
category of regulations, for well-funded and well-managed nonprofit clinics (e.g., nongovernmentd
organizations). For example, some countries permit a nonprofit clinic to perform certain procedures
even when private clinics are restricted from offering the same services.

In Vietnam, for example, nongovernmental organizations (NGOs) are dlowed to perform outpatient
Serilizations which require highly trained personnd while the government is il reluctant to alow even
relatively less complex 1UD insartionsin private clinics. Although these clinical services can be provided
by private obstetricians and midwives with the gpprova of Provincid hedth authorities, such approvas
are not now being granted.

It is aso important to determine whether nonprofit organizations are tregted differently from other clinics
under laws that govern corporate formation or taxation. Is a surplus of revenues over expenses earned
by a nonprofit subject to taxation? If so, thiswill limit the nonprofit's ability to expand its services usng
surpluses earned from existing operations. In some countries, it may be very difficult to form a nonprofit
organization that provides hedlth services.
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3.6 Search for and understand the ramifications of unwritten, informal
regulations.

Even in the United States, not every criterion used in establishing regulatory compliance is catalogued or
published. For thisreason, it isimportant to learn as much as possible about the stlandards actually
used in making ingpections. If possible, accompany an inspector, or look at reports citing regulatory
violations. What condtitutes an unacceptable level of hygiene or adequate space? It is not necessary to
suggest that some different standard be enshrined in law, but it may be hepful to encourage the country
to andyze the costs and benefits of such de facto standards and to examine whether a more lenient
dternative standard would provide an acceptable leve of qudity. If, asin many countries, the discretion
left to inspectors is an invitation to corruption, then it may be necessary to consder including arevised
and reasonable standard in written regulations.

3.7 Consider the commercial needs of the private sector as you analyze
regulations.

Attempts to craft regulations to respect the economics of commercia practice can have a pogtive effect
on the provider’ swillingness to expand family planning services. Therefore, it isimportant to understand
the economic forces that drive the commercid sector and to suggest reforms that are consstent with
these economic forces. For example, in Romania PROFI T found that the state health department’s
delaysin paying pharmacies for prescription drugs crested a cash-flow crunch for pharmacigts.
Contraceptives do not require a prescription and are not covered by the insurance available to most
Romanians. Thus, contraceptive sales and direct payment from users can help create cash flow for the
pharmacist. A grategy that reinforced this sdf-interest showed potentia for expanding the distribution
of contraceptives through pharmacies.

Public sector regulators do not necessarily consider the economics of commercia practice. Often, a
regulaion may cause amgor increasein cost or a decrease in the supply of services with only margina
benefits to quaity. For example, regulations may require long training programs for those who seek
certification as afamily planning provider. Such programs may be feasible for a public sector physician
on training leave, but not for acommercid sector physician for whom time is money. Thus, a reasonable
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target for regulatory reform would be to adjust the training requirements so that they could be met with
courses offered in the evenings or on weekends, or to grant certification after an applicant passesa
competency exam.

3.8 Understand the ramifications of tax and trade barriers at the retail level.

Importers and distributors are usually well-versed in current tax and trade issues and are ble
sources of information. In alimited number of countries, foreign exchange controls may be the most
important single barrier to contraceptive imports. Any study must determine the current, as well asthe
higtoric, effect of such barriers. In Romania, we found that exchange controls had been amgor barrier.
Shortly before the study, this barrier was removed and currencies became fregly convertible. However,
rapidly depreciating exchange rates— combined with retail price controls — continued to discourage
importing commodities because importers were concerned that they could not recapture the initia
foreign exchange codt at regulated local currency prices. A regulatory assessment must be careful to
take into account price controls (listed by Kenney under “other regulations’ affecting the commercia
sector) aswell asthe effect of foreign exchange.

3.9 Identify hidden advertising and promotion regulations.

Advertisng and promotion regulations are often not well documented or stipulated, unlike requirements
for drug regidration or provider certification. For example, in authoritarian countries, the government
may have unwritten policies about advertisng or program content. The acceptability of different images
or phrases will vary depending on the biases of the editors or publishers. Media owned by the Sate
may be subject to restrictions that are not dways explicit. Even private media outlets may have de facto
policies about sensitive subjects such as contraception which reflect the positions of the owners,
advertisers, or readers. The best way to identify these unwritten policiesisto talk to advertisers and
advertising agencies about problems they have experienced in placing advertisements or developing
public relations materids. In Vietnam, a socid marketing agency sdlling condoms showed the study
team advertisements that had been accepted by the national media and those that have been rgjected,
thereby reveding some of the problems PROFI T could expect to encounter in advertisng.
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3.10 Seek information from multiple perspectives.

Lawyers struggle to write definitive documents proscribing or prescribing conduct by the commercia
sector, but in the real world, application of these statutes and regulations may be less clear-cut. For
example, laws may be written, but the implementing regul ations may never be issued or may be
enforced only sporadicaly. Even where regulatory language appears explicit, there is often substantia
room for adminigtrative interpretation. It isimportant to understand the real regulatory climate — what
individuas or companies in the commodity production/digtribution chain or in the provison of family
planning services experience.

The process of triangulating the red regulatory world involves researching the gppropriate documents
and talking to the regulators and the regulated. While drug registration and import rules are set at the
nationd leve, rulesthat affect medica providers and pharmacies are usudly implemented at the
provincid or locd levd, even in nations with areatively strong centrdized government. It istherefore
important to interview regulators a dl levels, aswdl asindividud providers or provider organizations.

3.11 Factor family planning survey data into the regulatory analysis.

Review the most recent surveys of family planning practices, including the DHS (Demographic and
Hedth Survey). These data should not only show the level of contraceptive knowledge and prevaence
but also the current sources for contraceptive users. Below are three cases from PROFI T’ s experience
when the study of family planning data, combined with the regulatory analys's, suggested an agenda for
action.

3.11.1 Case 1: Romania

In some cases gatigtics indicate atrend that can be reinforced with a commercia sector strategy. For
example, in Romania, the number of reported abortions pesked in the firgt year after the fdl of the
communist regime, when abortion became legd, but then the number of abortions began to decline. The
number of reported abortions dropped 41 percent in three years, from 992,000 in 1990 to 586,000 in
1993, according to data from the Romanian Ministry of Health, athough the birth rate did not rise (see

10
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Tablell). Interestingly, the data showed that use of modern contraceptive methods was low (less than

10 percent).

Allowing for Setistica aberrations, the data on abortions and live births suggest that some women may
have begun to shift to usng more effective contraceptives methods, most likely obtained from private
sources. The data indicate that the stage has been set to build on atrend begun on the individua levd,

to subgtantialy expand the use of modern contraceptives.

Table Il.
Sources of Contraception in Romania
% of % %
Total Obtained Obtained
Women Using Modern Method: By Method and Source from from
Public Private
Sources Sources*
Pill 2.3 0.7 2.7
Condom 35 11 3.9
IUD 25 1.7 16
Female sterilization 1.0 1.0 -
Injectable - - -
Male sterilization - - -
Total: 9.3 45 8.2
Percent of Women Using Traditional Contraception 30.5 - -
Percent of Women Not Using Contraception 60.2 - -
* Row totals may not add up because data come from different sources
Sources: Private: unpublished data from Ministry of Health for 1990-1993, Bucharest; other: Institute for
Mother and Child Care, Romania (IMCC), 1994 Reproductive Health Survey.

The trend toward increased modern contraceptive use can be reinforced through educational
campaigns that use mass media and by improving the avallability of modern methods at private sector
pharmacies. This approach is promising because prescriptions are not required for oral contraceptives

in Romaniaand most pharmacies are private.

11
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Another strategy might be involve attempting to change the regulations that govern physicians practices
S0 that more family planning advice could be provided by private sector physcians. Existing laws
require that private practitioners undertake substantial postgraduate training before they can provide
family planning services (Sx weeks for OB/GY Ns and sx months for generd practitioners). However,
changing regulations or licenaing requirementsis adow and paliticadly difficult process. Eveniif the
regulations were liberdized, it ssems unlikely that most Romanian obstetricians, who profit from the
large number of abortions they perform, would change their traditional opposition to hormonal
contraceptives. Using pharmacies to sal supply-based methods to young women promisesto be a
quicker approach.

3.11.2 Case 2: Vietham

Even asocidigt country like Vietnam may have a well-developed commercia sector capable of
providing family planning services or supplies, asillustrated by data from a 1994 survey.® Current
patterns of method use and sourcing help to identify opportunities to expand the commercid sector role
in ddivering family planning services aswell as areas where regulatory efforts may have amgor impact.
Asshownin Tablelll, in Vietnam, the lUD and femde erilization are the most prevadent forms of
family planning, and high abortion rates® indicate that abortion significantly contributes to efforts to limit
family Sze. These invasive procedures, which require subgtantid clinicd training for providers and
good-qudity facilities, are only provided by the private sector on amargind bads. Thisis dueto the
fact that governmentd hedlth officids are unwilling to approve the provison of these servicesin private
offices. As areault, efforts to shift the provison of clinical methods from the public to the commercia
sector would require both regulatory reform and efforts to improve the quaity of care. Regulatory
reform is needed to establish guiddines under which commercid practitioners could provide clinical
procedures, and the private providers need to have the proper training, facilities, and equipment to
provide the favored methods, which could be supported with training programs and loans for
equipment.

3N. Van Phai, ed.,Major Findings: Vietnam Intercensal Demographic Survey: 1994. Hanoi: Statistical Publishing House,
1995.

“Abortion data are not reflected in the contraceptive use tables. However, other IDS data suggest that at least 13 percent of women
have had such a procedure (Van Phai, 1995).
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Table Il

Sources of Contraception in Vietnam

% of

%

%

Total Obtained Obtained
Women Using Modern Method: By Method and Source from from
Public Private
Sources Sources
Pill 2.0 1.0 1.0
Condom 4.0 2.0 2.0
IUD 334 31.7 1.7
Female sterilization 0.2 0.1 0.1
Injectable 0.2 0.2 -
Male sterilization 4.0 4.0 -
Total: 44.0 39.0 4.8
Percent of Women Using Traditional Contraception 21.0 - -
Percent of Women Not Using Contraception 35.0 - -

Publishing House, 1995, pp. 58, 65.

Source: N. Van Phai, ed., Major Findings: Vietham Intercensal Demographic Survey: 1994. Hanoi: Statistical

On the other hand, approximately half of supply-based methods (i.e., condoms and pills) are provided
by the private sector. This reflects the fact that a substantid number of physciansin Vietnam arein

private practice and that Vietnam has a strong private retail pharmaceutical sector. While these methods
currently reach only 14 percent of modern contraceptive users, there gppears to be the infrastructure
(i.e., drug wholesders and retailers) to accommodate many more private clients. In addition, regulatory
andyss showed that licenang requirements for pharmacies are minima and often not enforced. Asa
result, expanding commercia sector provison of these supply-based methods was identified asa

relatively easy Srategy to pursue given Vietnam's current regulatory environment.
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3.11.3 Case 3: Zimbabwe

In Zimbabwe the government till dominates provison of family planning. Contraceptive pills are the
leading method, used by nearly 80 percent of women who use a modern contraceptive method. Rills
are primarily provided through the public sector. During interviews, pharmaceutica distributors and
pharmacists agreed that the ready availability of subsdized pillsin the public sector makes it difficult to
establish acommercid market. In this case, for acommercia sector Strategy to succeed, it would be
essentid to work toward policy reform that would enable public sector services to be targeted to those
who cannot afford an dternative while encouraging those who can afford to pay for servicesto utilize
commercia services.

In addition, the provison of clinica methods needs to be expanded. Interviews with private doctors
indicate thelr interest in providing clinical methods, yet thar ahility to do so islimited by lack of training
and equipment.

The limited supply of trained physicians dso indicates a need for provison of private family planning
sarvices by nonphysician providers such as midwives. However the law that governs private midwives
limits their ability to provide services by requiring that they be directly supervised by a physician and
preventing them from digpensing or prescribing medication, including ora contraceptives.

Asareault, in Zimbabwe, the main component of PROFIT’ s strategy were to focus on resolving
problems with the qudity of private family planning services. PROF T worked with those private
providers who were aready permitted to provide services (doctors and pharmacists), while working
towards longer-term policy reform that included coordinating with the public sector on the provision of
contraceptives and working to change the regulations regarding midwives ability to provide family
planning services. Additionally, an information, education, and communications (IEC) campaign was
organized to motivate consumers to seek family planning services from the private sector.
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Table IV.
Sources of Contraception in Zimbabwe

% of Total % % n
Obtained Obtained
Women Using Modern Method: By Method and
from from
Source . .
Public Private
Sources Sources
Pill 33.1 29.1 3.7 1,449
Condom 2.3 15 0.7 149
IUD 1.0 0.7 0.3 38
Female sterilization 3.2 2.7 0.5 149
Injectable 23 1.8 04 149
Male sterilization 0.2 - - 109
Total: 41.1 35.9 5.9 2043
Percent of Women Using Traditional Contraception 6.0 - - —
Percent of Women Not Using Contraception 51.8 - -

Source: Zimbabwe Demographic and Health Survey. Calverton, MD: Macro International, 1994.
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4.0 A QUESTION OF STRATEGY

The PROFT experience suggests that four generd Strategies can arise from aregulatory andysis. The
drategy to follow depends on the barriers identified and on the likelihood of developing an effective
codition to change an exiding barrier.

4.1  Strategy One: Work within the existing regulatory climate

Thisisthe generd strategy PROFIT followed in Zimbabwe. In its assessment of the private medicd
sector in Zimbabwe (Adamchak, 1996), PROFIT found that perceived restrictions on establishing
private practices prevents many nurse/midwives from doing so. In fact, there are no legd redtrictions on
nurse/midwives having private practices. Nonethdess, it remains difficult for them to establish practices
because regulations prohibit independent nurse/midwives from prescribing or dispensang most drugs and
because slandard insurance practices do not generdly remburse nurse/midwives for their services.

Working within this setting, PROFI T sought to expanding nurse/midwives ability to establish private
practices, while linking these providers with physicians who are able to prescribe and dispense family
planning methods and recelve reimbursement on behdf of the nurse/midwives. By working within the
exiging regulatory climate, PROHT expanded the nursefmidwives ability to provide family planning

services.

4.2  Strategy Two: Modify ways in which regulations are implemented

Some countries display aneutrd or pogtive officid attitude towards commercia sector family planning
at the same time that the requirements imposed by government create Sgnificant obstaclesto
commercid sector expanson. In Vietnam, PROFIT found that regulations nomindly permit
obgtetricians and midwives to provide clinica family planning services such as 1UD insertion, but that
generd practitioners are not authorized to provide dlinica services. With areasonable number of
trained midwives and obgtetricians available, PROFIT sought to work within the existing regulatory
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framework to get more of these professonasto provide family planning services in the commercid
sector, rather than to fight to include genera practitionersin the category of authorized providers.

In Vietnam, the establishment of facilities where clinica services (i.e,, 1UD insartions) might be
performed by obgtetricians or midwives is subject to the gpprova of the Provincid Heath Department.
However, since there are no standards for such approva and since gpprovd israrely granted, PROFIT
identified three criticd steps that must be taken to modify the way the regulation isimplemented:

Define redigtic sandards which providers can afford to meet.
Educate both the implementers of the standards and the affected providers about the

new standards. Those who implement the standards should fully understand the
standards and the procedures for applying them. Providers should understand whét is
expected of them and what procedures they must follow in order to get approval.
Identify sources of assistance for providers to comply with the standards. This could

include making loans to providers to enable them to meet the andards.

4.3  Strategy Three: Exploit loopholes and avoid hostile regulatory sectors

In some countries, regulatory barriers may be supported by entrenched interests that would be difficult
to move. In Romania, PROFIT found that a conservative codition of obgtetricians strongly opposed
easing the requirements that have restricted the availability of modern family planning services by
physicians. Most of these obstetricians had been trained during the Communist regime® and had little
knowledge of modern hormona contraceptives. In addition, they often profited from providing
abortions. These interests opposed any change in arequirement that caled for sx months of specid
training — on top of internd medicine or obstetrical qualifications — before a physician could provide
family planning services.

5The Ceausescu Regime was in power from 1969 to 1989, during which time family planning was banned and negative information
about hormonal methods was widely disseminated. This ban was lifted in 1989.

18



4.0 A Question of Strategy

On the other hand, Romanian law permits pharmacists to digpense ora contraceptives without a
prescription. Pharmacies in Romania have been privatized and are generaly run by well-educated
pharmacists. Many of these pharmacists are women. Because of delays in payment for state subsidized
prescription drugs, the pharmacists have an incentive to sall products such as ora contraceptives for
cash. Barriersto registration and importation of ora contraceptives are acceptably low, with a number
of products dready registered. The mediaare generdly open to advertisng and public relaions
messages about contraception. Rather than take on opposition from obstetricians within the Ministry of
Hedth, PROF T suggested basing a strategy on commercid pharmacies and providing pharmacists
with more education so that they could advise their dients. Smultaneoudy, PROFT used the mass
media to spread the word that safe and effective dternatives to abortion were available to those who
want to limit family sze. Elements of the regulatory climate that were favorable to commercid sector
family planning initiatives are thus exploited without attempting to change unfavorable regulations.

44  Strategy Four: Change the law or regulation

Thisis often adifficult peth to take. Building a codition to support a change in regulation, then
implementing a change, can take many years. The process dso can make enemies who will block other,
easer gpproaches to expanding the private sector. Planners should consider whether the benefits of the
regulatory change can be achieved within a project’ s lifetime. Occasiondly, aclear and smple objective
can yidd results. For example, in Zimbabwe, changing import duty laws on contraceptive commodities
may be eader than changing redtrictions on midwives ability to digpense prescription medications;
however, each effort requires working with different regulatory bodies. Changing import duty laws
requires lobbying government minidtries; changing regulations affecting midwives ability to dispense
prescription medication involves taking into congderation the safety of clients and deding with the
Hedlth Professions Council, which sets these regulations. Since the concept of changing midwives clinic
practicesis avery new onein Zimbabwe, agreat deal more groundwork may be required, which
argues for trying to change import duties.

In fact, while exploring the feasihility of loca condom testing and packaging in Zimbabowe°PROFIT
found that, through lobbying efforts, import taxes had been removed for condoms but still existed for

5S. Mitchell, L. Elam, and C. Connor,Local condom testing and packaging in Zimbabwe: A Cost Analysis, Arlington,
VA: PROFIT Project, 1993.
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ord contraceptives. More recently, efforts to lobby the Ministries of Justice, Legal and Parliamentary
Affairs, and Finance resulted in the reduction of import duties on contraceptive products from 5-10
percent, which facilitates the sale of affordable contraceptive products through the commercia sector.
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5.0 CONCLUSIONS

While regulatory reform will be an important component in a strategy to increase commercid sector
delivery of family planning servicesin many countries, there is no sngle srategy that will work in every
country. A thorough regulatory andlysis can help suggest an gppropriate strategy, particularly if it takes
into congderation the practica pointers presented in this report. PROFIT’ s experience indicates that
the following three facets are particularly critica to conducting this type of andyss.

#

Develop aclear understanding of what existing regulations say, and what they do not.

The conventiona wisdom does not necessarily reflect what is in the statute book or the
officid gazette.
Look beyond the laws to understand how regulations are actualy implemented and

practiced. In Zimbabwe and Vietnam, statutory authority to license private providersto
provide family planning services may not be exercised by the respongible officids. De
facto tandards may have deve oped which make it impossible or prohibitively
expengve for a provider to obtain the license which is theoreticdly available.

Carefully study the existing pettern of contraceptive provison and use and reae thisto

the regulatory environment. Eliminating aregulation may have little effect on
contraceptive prevaence or commercia purchase if the new freedom to provide
contraceptive servicesis at odds with the country’ s existing practices.
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Appendix: Key Questionsfor Interviewers

Drug licensing authority

C How many contraceptive drugs are currently approved? How many have been gpproved in the
last year, the last two years, the last five years? What applications are pending?

C What weight is given to existing drug regigtrations in other countries? To safety and efficacy
studies performed for other countries?

How long doesit normdly take to gpprove anew drug?

What are the costs of obtaining a license for anew drug?

What are the rulesfor testing of regular shipments of domestically manufactured or imported
drugs? What laboratories are qudified to do the testing, and what is the cost?

C (In countries where contraceptives are manufactured) What are the rules for production
facilities? (If written, obtain and compare with good manufacturing practices). How frequent are
ingpections of manufacturing facilities? What is the traning of the ingpectors?

C If possible, try to follow the gpprova process for a contraceptive product licensed in the last
two years. Check the story from the regulators against the story told by the manufacturer or
importer.

C What labeling and package insert requirements gpply to contraceptives?

Regulatory agency responsible for licensing pharmacies

C What are the regulations governing establishment of a pharmacy? Who can establish? Isthere
any "determination of need" for afacility in aparticular area? Isthere a sandard (x pharmacies
per 10,000 population) which is used in determining need?

C What are the requirements for the physicd facility? For record keeping? For the training and
experience of the owner? For the training and experience of the saff?

C If there are different regulations for different classes of drugs, in what category do various
contraceptives fall? Are contraceptives subject to the same record keeping requirements as
narcotics?
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Wheat classes of contraceptives require a prescription?

Are there any regulations which govern the display of information concerning contraceptives?
Wheat price control regulations apply to retail pharmacies? Determine the price control formula
which gpplies & the retall leve.

Agencies licensing clinics and physicians’ offices

C How are offices categorized (by specidty, etc.)? Are there any redtrictions on what a
practitioner can do once sheislicensad (license by speciaty, specid licensesfor certain
procedures such as 1UD insertion, abortion/menstrua regulation, etc.)?

What services are permitted for each category of license?

What are the prerequisites for alicense in each category? Training? Physical facilities?

Must the provider have specid training to offer certain family planning services? What is this
training? Who offers the training? How long is the course? How often is the course given? Are
there any requirements for periodic retraining (Continuing Medical Education)?

C What operationa requirements gpply to alicensed office or clinic in each category? Records?
Safing?

C Wheat approvals are required to start an office or clinic? Are there any capacity controls
("Certificate of Need")? If there are capacity controls, what standards are used to determine
need?

C Who approvesinitid licenses? How much discretion do they have? How long does the license
approva process take?

C Are physicians offices subject to periodic ingpection? For what requirements? Are clinics
subject to periodic inspection? For what requirements? How often?

C Whet is done when an office or clinic fails an ingpection? What sanctions are imposed? Ask for
an example of arecent enforcement action?

C What prescription requirements apply? Do these apply to contraceptives? Can the physician or
clinic digpense family planning supplies (check by category — ora contraceptives, IUD, &ic.)?

C Must a physician employed by the Government obtain gpprova to establish a private practice?
Who grants this gpprova? What criteria are used in granting the approvd for private practice?
Can the practice be conducted in government facilities? Are such practices subject to regular

ingpection in any way?
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Drug manufacturers and importers

C Follow the story of licensing of anew product from the manufacturer’s or importer’s point of
view.

C What good manufacturing practices apply to domestic production? How does the ingpection
process work for manufacturing? How well trained are the ingpectors? What isthe level of
bribery/corruption?

C What is the process for monitoring safety and efficacy of imported product? What are the
sampling requirements? Is the cogt of testing significant? Who performs the tests, and how
competent is the testing agency?

C Do foreign exchange controls inhibit the import of contraceptives or manufacturing inputs? How
hard isit to obtain the necessary foreign exchange? Is the degree of difficulty the same asthat
for other drugs?

C What quotas or tariffs gpply to contraceptive products? (Compare to international norms) Does
it make any difference who isthe end user of the product (e.g., are contraceptive products free
of duty for government or a nonprofit, but not for commercid sde)?

C Arethere delays or leakages in the import process? Does any of this occur in the name of
officid quality or customs ingpections?

Drug wholesalers and distributors

C Do price controls gpply at the wholesde or retail level? Determine the exact method for
determining alowable prices. What kind of profit margin does this leave a each levd of the
digtribution chain?

C How does the price control system respond to inflation in import or manufacturing prices? Does

this deter import or production?

C What regulations apply to warehousing? Does this have any impact on product cost? How are
these regulations enforced?

C Are there any restrictions on the marketing activities of the distributors?

C Are there limitations on where contraceptives can be distributed? Can some methods be
digtributed beyond the pharmacy? If so, which methods?
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Retail pharmacists and their trade group

C How difficult isit to establish a new pharmacy? What problems do the prospective pharmacy
operator encounter?

C How are pharmacy regulations enforced? How often is afacility ingpected? What deficiencies
are cited frequently? What happens when a deficiency is cited (fine, opportunity to correct,
bribe to inspector)?

C Are there overlapping regulatory requirements between health and municipa agencies? How do
these effect the cost of running a pharmacy?

C Do price contral regulations gpply? How are these regulations enforced? What effect do price
control regulations have on profitability?

Does the pharmacy have cash flow problems? If so, why?
What contraceptive products are covered under nationa hedlth insurance (if relevant)? What
products are sold for cash?

C How much knowledge do pharmacists have about modern contraception? Do they fed
comfortable counsdlling patients? Do they have informationd materids available for digtribution
to interested customers?

C Does the pharmacy association have any input into regulations? What changes in regulation do
they currently advocate?

C Does the pharmacy association advocate alimit on the number of licensed pharmacies? Do
they advocate a crackdown on drug sdllers not licensed as pharmacies?

Physicians and physician groups

C What problems do physicians encounter in establishing private practices? Which agencies must
provide approvals? What barriers are most prevalent and difficult to overcome? What
regulation is cited by a government agency in throwing up these barriers? How do physicians
get around the barrier (if they do)?

What regulatory standards are the most costly? Ask for a citation to the applicable regulation.
How often (if a dl) isthe private office or dlinic inspected? By what officid? Does thisvary
with the type of practice?

C What happens when the office/dlinic is cited for regulatory violations? How are these violations
resolved?
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C What regulations apply to prescribing of contraceptives? To the dispensing of contraceptives
(be specific by product type)? Do physicians see limitations on dispensing as aproblem in
patient care? In achieving profitability?

C Are there regtrictions which limit the types of contraceptives physicians can prescribe or the
types of physicians who can prescribe certain methods?

C Whét limitations do physicians find to expanding the provison of family planning services?

Nonphysician family planning providers (midwives)

C Is this group alowed to provide family planning services in private offices? Which services?
What requirements for supervison by physicians or others apply?

C Can these practitioners provide family planning services if employed by a physician? What type
of license mug the physician have to employ this professond to provide family planning
services? Obtain citation to the regulation, and the applicable standards.

C Must the provider have specid training to offer certain family planning services? What is this
training? Who offers the training? How long is the course? How often is the course given? Can
private practitioners enroll in this course? At what cost? Are periodic training updates required?

C Can the provider dispense any family planning supplies? Which ones? Do any limitations on
dispensing affect the viability of a private practice?

Nonprofit family planning clinics

C Do regular dlinic or physicians office regulations gpply to the organization? Are there any
restrictions on the type of organization which can obtain aclinic license?

C What problems were encountered in obtaining initid gpprovasfor the dinic? Isany
"Determination of Need" required? What standards are use to determine need? At whet leve in
the hedlth bureaucracy are decisons concerning the license gpplication made?

C Arewaivers of generaly gpplicable regulations required for any family planning services offered
by aclinic? (For example, performing sterilizations or abortions?) How are these waivers
obtained? If waivers have been granted, try to get a case history. Arethere licenses or
goprovals, in addition to licensing by the hedlth Authority, which must be obtained by a dinic?
Municipa approvas? Building gpprovas? How difficult isit to obtain such approvas?
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C Is the clinic subject to regular ingpection? By what agencies? What requirements are enforced?
What criteria are used for compliance?
C Has adlinic ever been subject to aregulatory enforcement action? For what violation? How

was the situation resolved?

C What tax rules gpply to the nonprofit clinic? Do these rules make it difficult to use any operating
aurplus for service expanson or enhancement?

C If the NGO has an internationd affiliation, did this help or hinder the establishment of the dinic?
Is the effiliat€ s investment in the clinic subject to generd controls on foreign investment? What
are these controls?

Advertising agencies and advertisers

C Are there any formd regulaions limiting the content of advertisements for family planning
services? What agency or organization approves advertising content?

C Has the advertiser submitted advertisements for family planing or Smilar services? What isthe
response, by media type or media outlet?

C Ask the advertiser to describe advertisements that were submitted and the changes that were
required.

Social marketing organizations

C Do hedlth officias seek to affect the content of information or advertising distributed by the
organization? Does this involvement restrict the marketer’ s freedom of action?

C Are media outlets (print, radio, TV) open to the marketer? Under what conditions? What
content restrictions have been applied to advertisng messages?

C Does the organization send sales personnel to pharmacists? To doctors? To midwives? What is
the practitioner’ s leve of knowledge about the product prior to the sales contact? Do
pharmacigts or practitioners distribute to patients informational materias provided by the
marketer?

C Do import tariffs or exchange rate controls affect the supply of product, or its costs? By how
much?
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C Do maximum or minimum price regulations gpply to the sde of the product? Do these create an
economic problem?

C Are there limitations on where contraceptives can be distributed via social marketing? Can
some methods be distributed beyond the pharmacy? If so, which methods?

Health insurers or social insurance agency (if either pays for significant amounts
of outpatient care)

C Are there regulations mandating certain benefits? Do these mandated benefits include maternity
care? Family planning services? If so, what services are mandated?

C Can any family planning services be billed to the insurer as part of an obstetrical or gyn
services? If so, what services can be billed?

C Must the insurer cover dl willing providers or does it restrict the number of practitioners with
contracts? Does the insurer have any right to limit the number of practitionersin a pecific
category or region which can receive insurance reimbursement?

C What categories of practitioner have aright to bill the insurers? (For example, can an
obgtetrician, but not a generd practitioner, bill for afamily planning service? Can midwives bill
for any sarvices?)
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